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Food and Drug Administration, HHS § 640.63 

intended as source material for further 
manufacturing use. The definition ex-
cludes single donor plasma products in-
tended for intravenous use. 

[41 FR 10768, Mar. 12, 1976, as amended at 50 
FR 4140, Jan. 29, 1985] 

§ 640.61 Informed consent. 

The written consent of a prospective 
donor shall be obtained after a quali-
fied licensed physician has explained 
the hazards of the procedure to the pro-
spective donor. The explanation shall 
include the risks of a hemolytic trans-
fusion reaction if he is given the cells 
of another donor, and the hazards in-
volved if he is hyperimmunized. The 
explanation shall consist of such dis-
closure and be made in such a manner 
that intelligent and informed consent 
be given and that a clear opportunity 
to refuse is presented. 

EFFECTIVE DATE NOTE: At 80 FR 29905, May 
22, 2015, § 640.61 was removed, effective May 
23, 2016. 

§ 640.62 Medical supervision. 

A qualified licensed physician shall 
be on the premises when donor suit-
ability is being determined, immuniza-
tions are being made, whole blood is 
being collected, and red blood cells are 
being returned to the donor. 

[66 FR 1837, Jan. 10, 2001] 

EFFECTIVE DATE NOTE: At 80 FR 29905, May 
22, 2015, § 640.62 was removed, effective May 
23, 2016. 

§ 640.63 Suitability of donor. 

(a) Method of determining. The suit-
ability of a donor for Source Plasma 
shall be determined by a qualified li-
censed physician or by persons under 
his supervision and trained in deter-
mining donor suitability. Such deter-
mination shall be made on the day of 
collection from the donor by means of 
a medical history, tests, and such phys-
ical examination as appears necessary 
to the qualified licensed physician. 

(b) Initial medical examinations. (1) 
Each donor shall be examined by a 
qualified licensed physician on the day 
of the first donation or no more than 1 
week before the first donation and at 
subsequent intervals of no longer than 
1 year. 

(2)(i) A donor who is to be immunized 
for the production of high-titer plasma 
shall be examined by a qualified li-
censed physician. The medical exam-
ination shall be performed within no 
more than 1 week before the first im-
munization injection. The medical ex-
amination for plasmapheresis need not 
be repeated, if the first donation occurs 
within 3 weeks after the first injection. 

(ii) A donor who is an active partici-
pant in a plasmapheresis program, and 
has been examined in accordance with 
paragraph (b)(1) of this section, need 
not be reexamined before immuniza-
tion for the production of high-titer 
plasma. 

(3) Each donor shall be certified to be 
in good health by the examining physi-
cian. The certification of good health 
shall be on a form supplied by the li-
censed establishment and shall indi-
cate that the certification applies to 
the suitability of the individual to be a 
plasmapheresis donor and, when appli-
cable, an immunized donor. 

(c) Qualification of donor. Donors 
shall be in good health on the day of 
donation, as indicated in part by: 

(1) Normal temperature; 
(2) Demonstration that systolic and 

diastolic blood pressures are within 
normal limits, unless the examining 
physician is satisfied that an indi-
vidual with blood pressures outside 
these limits is an otherwise qualified 
donor under the provisions of this sec-
tion; 

(3) A blood hemoglobin level of no 
less than 12.5 grams of hemoglobin per 
100 milliliters of blood or a hematocrit 
level of 38 percent; 

(4) A normal pulse rate; 
(5) A total serum or total plasma pro-

tein of no less than 6.0 grams per 100 
milliliters of blood; 

(6) Weight, which shall be at least 110 
pounds; 

(7) Freedom from acute respiratory 
diseases; 

(8) Freedom from any infectious skin 
disease at the site of phlebotomy and 
from any such disease generalized to 
such an extent as to create a risk of 
contamination of the plasma; 

(9) Freedom from any disease, other 
than malaria, transmissible by blood 

VerDate Sep<11>2014 10:37 May 09, 2016 Jkt 238076 PO 00000 Frm 00125 Fmt 8010 Sfmt 8010 Q:\21\21V7.TXT 31lp
ow

el
l o

n 
D

S
K

54
D

X
V

N
1O

F
R

 w
ith

 $
$_

JO
B


		Superintendent of Documents
	2016-07-08T04:25:41-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




